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Title Of The Invention: 

A composition for use in the shell of a chewable soft 
gelatin capeule 



10 Abstract: 



The present invention provides a composition for 
use in the shell of a chewable soft gelatin capsule 
having soft mouth feel. In particular, it relates to a 

15 composition for use in the shell of a chewable soft 
gelatin capsule consisting of 5-30% by weight of starch, 
15-35% by weight of gelatin, 20-45% by weight of 
plaeticizer and 10-40% by weight of distilled water, 
based on the total weight of the composition. The soft 

20 gelatin capsule with the shell of a chewable soft 
gelatin capeule prepared according to the present 
invention as an outer sheath has effects in that It has 
soft mouth feel when chewed; it is rapidly dissolved for 
the ease of administration/ it is non-sticky when stored 
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for an extended period of time and it has good 
disintegrating and preservation properties. 
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SPECIFICATION 

DETAILED DESCRIPTION OF THE INVENTION 

5 TECHNICAL FIELD AND BACKGROUND ART 

The present invention relates to a composition for 
use in the shell of a eoft gelatin capsule encapsulating 
contents to be filled (capsule fill), wherein the 
10 capsule fill comprises known pharmaceutical active 
ingredients . 

Capsules include hard gelatin capsules wherein a 
tnedicine is filled into a gelatin capsule and soft 

15 gelatin capsules prepared by a shell forming with 
gelatin membrane of flexibility. Capsules are void of 
unpleasant taste or odor because the medicament fills 
are encapsulated with gelatin. Further, they are easily 
softened when moisturized with water. They can also 

20 release medicaments rapidly and are capable of being 
colored. They can be manufactured in a relatively simple 
manner and can be massively produced. For Che above 
reasons, capsules have been widely used along with 
tablets as a main stream o£ solid preparation. 
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However/ soft gelatin capsules presently being 
commercially available employ a large quantity of 
unsaturated fat as a carrier or excipient, by which 
5 cross- liking may occur due to free radical, aldehyde, 
ketone and the like derived from peroxides generated 
from auto-oxidation of the unsaturated fat when stored 
for an extended period of time, which in turn delay the 
disintegration of the capsules. Further, capsules have 

10 disadvantages in that, due to the stickiness peculiar to 
gelatin, they have a tendency to be adhered to another, 
deformed or disrupted due to deteriorated adhesive 
strength at the adhesion part. In addition, in the case 
of known chewable soft gelatin capsules, they may have 

15 problems in that the capsule shells may become tenacious 
during the extended period of storage time, badly 
deteriorating the mouth feel upon chewing. 

SUBJECT TO BE SOLVED BY THE INVENTION 

20 

Accordingly, ae a result of assiduous studies for 
several years to solve the above-mentioned problems, the 
present inventors have succeeded in developing a 
composition of uee in the shell of a chewable soft 
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gelatin capsule which hae soft mouth feeling, preserves 
good disintegrating property when stored for an extended 
period of time, shows less adhesion of capsules due to 
lesa stickiness and good preservation property with 
5 little deformation of appearance. 

CONSTITUTION AND EFFECT OF THE INVENTION 

In general, soft gelatin capsules are manufactured 
10 by an extrusion molding process in which a medicament in 
the form of liquid, paste, tablet and the like is filled 
into two capsule shells (correspond to exterior sheath 
of capsules) with increased plasticity by adding a 
plasticizer euch as glycerol, sorbitol and the like to 
15 gelatin and then subjected to extrusion molding by use 
of suitable mold. 

In general, compositions for use in the shell of 
soft gelatin capsules are produced by adding 
20 plasticizer, distilled water, other auxiliary agent to 
gelatin. The composition for use in the shell of a soft 
gelatin capsule according to the present invention can 
be produced by formulating one more of starch with the 
general composition for use in the shell of soft gelatin 
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capsules. The resultant composition is capable of being 
chewable with soft mouth feeling, shows good 
disintegrating property because moist is maintained 
constant when stored for an extended period of time, and 
5 ehowe leee adhesion of capsules duo to little 
stickiness . 

The composition for use in the ehell of a eoft 
gelatin capsule according to the present invention 
10 comprises 5-30% by weight of starch, 15-35% by weight of 
gelatin, 20-45% by weight of plasticiEer and 10-40% by 
weight of distilled water. 

Preferably, the present composition comprises 10- 
15 24% by weight of starch, 16-26% by weight of gelatin, 
3 0-45% by weight of glycerol and 18-30% by weight of 
dis.tilled water. 

In case that the amount of starch exceeds 30% by 
20 weight, the viscosity of composition decreases, making 
the sheet formation difficult, which in turn renders the 
capsule molding impossible. Further, the capsule fill 
will exude due to the deteriorated adhesion property of 
capaul<*3. In case that the amount of starch is leee than 
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5% by weight, the mouth feeling upon chewing will be 
deteriorated; the adhesion of capsules will occur; and 
the deformation of capsules get worse, in this regard, 
it is preferred that starch is used in an amount of 5- 
5 30% by weight. 

Starch used in the present invention is preferably 
oxidized starch, acetylated distarch adipate, acetylatod 
distarch phosphate, starch sodium octenyl succinate, 
10 monostarch phosphate, distarch phosphate, phosphated 
distarch phoephate, starch acetate, hydroxypropyl 
distarch phosphate, hydroxypropyl starch, corn starch, 
potato starch, sweet potato starch and the like. 

15 Particularly, starch acetate, oxidized starch and 

corn starch are more preferred. 

Ae a plasticizer, any one of conventional 
plasticizers such as glycerol, sorbitol and the like may 
2 0 be used, but glycerol is preferred. 

The composition for use in the shell of a capsule 
according to the present invention may comprise one or 
more of auxiliary agont such as preservative, sweetening 



flJUDC Z«« li-ll am www. patent iUU. com 



wo. 4^10 r. iu 



9 

agent, coloring agent, flavoring agent and the like, if 
necessary, in alone or in a mixture, wherein the 
auxiliary agent can be added in an amount of 0.1-10% by 
weight, based on the total weight of the composition. 

5 

Furthermore, gums can also be added in order to 
improve the mouth feeling upon chewing the soft gelatin 
capsule. The example of gume includes dammar gum, 
tamarind gum, guar gum, xanthan gum, arabic gum, gellan 
10 gum, masticatory substances, karaya gum, psyllium gum, 
tara gum, tragacanth gum, gum ghatti, ester gum and the 
like. Particularly, arabic gum is preferred. 

Soft gelatin capsules can be produced by known 
15 technology such as plate process, rotary die process and 
the like in which a suitable capsule fill (often 
pharmaceutical ingredient) is filled into a shell made 
of the composition for use in the shell of a capsule 
according to the present invention. 

20 

The present invention will be described in more 
detail by showing the examples, but it should be 
understood that the present invention is not restricted 
by these examples. 



10 

Example 1 

360 g of glycerol, 60 g of starch acetate 
5 (Perfectamyl Col MB™) and 100 g of oxidized starch 
(Perfectamyl Gel 45™ ) were introduced to 100 g of 
distilled water , and then stirred. To this was added 
260 g of gelatin, warmed to 90°C and stirred under 
reduced pressure to expand and dissolve the gelatin 
10 (formulation l) . 

To a separate vessel, 15 g of distilled water, 5 g 
of citric acid, 3 g of aspartame, 2 g of quinoline 
yellow and 3 g of titanium dioxide (Ti0 2 ) were 
15 introduced. After complete dissolution, lOg o£ lemon 
flavoring agent (oil) was added and mixed (formulation 
2) . 

Said formulations 1 and 2 were vehemently stirred 
20 to uniformly disperse the formulation, and subjected to 
reduced preeeure for removing bubbles, thereby obtaining 
a composition for uae in the shell of a soft gelatin 
capsule . 
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Example 2 



A composition for use in the shell of a sofc 
gelatin capaule was prepared by modifying the 
5 formulating ratio in accordance with the procedure as 
described in Example 1. 





Component 


Weight 


Formulation 1 


Gelatin 


300g 


Glycerol 


370g 


Distilled water 


250g 


Starch acetate (Perf ectamyl 
Gel MB™) 


SOg 


Formulation 2 


Quinoline yellow 


2g 


Titanium dioxide 


3g 


Distilled water 


isg 



Example 3 

10 

A composition for use in the shell of a soft 
gelatin capsule was prepared by modifying the 
formulating ratio in accordance with the procedure as 
deecribed in Example 1. 





Component 


Weight 


Formulation 1 


Gelatin 


22og 


Glycerol 


330g 


Distilled water 


200g 


Starch acetate (Perf ectamyl 
Gel MB™) 


isog 


Starch acetate (perf ectamyl 
Gel 4 5™) 


loog 
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Formulation 2 


Lemon flavor (oil) 


log 




citric acid 


5q 




Aspartame 


3^ 




Quinoline yellow 






Titanium dioxide 


3* 




Distilled water 


15g 



Example 4 



A composition for use in the shell of a soft 
5 gelatin capeule was prepared by modifying the 
formulating ratio in accordance with the procedure as 
described in Example 1. 





Component 


Weight 


Formulation 1 


Gelatin 


260g 


Glycerol 


250g 


Distilled water 


270g 


Starch acetate (Perfect amy 1 
Gel MB™) 


120g 


Formulation 2 


Lemon flavor (oil) 


50g 


Citric acid 


10g 


Aspartame 


10g 


Quinoline yellow 


2g 


Titanium dioxide 


3g 


Distilled water 


I5g 



10 Example 5 



A composition for use in the shell of a soft 
gelatin capsule was prepared by modifying the 
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formulating ratio in accordance with the procedure ae 
described in Example 1. 





component i 


weight 


Formulation 1 


Gelatin 


20og 




Glycerol 


3i2g 




Distilled water 


2l2g 




corn starch 


I43g 




Arabic gum 


133g 


Formulation 2 


Lemon flavor (oil) 


lOg 




Citric acid 


53 




Aspartame 


33 




Quinoline yellow 


29 




Titanium dioxide 




Distilled water 


15q 



5 Example 6 

A composition for uae in the shell of a soft 
gelatin capsule was prepared by modifying the 
formulating ratio in accordance with the procedure as 
10 described in Example 1. 





Component 


Weight 


Formulation 1 


Gelatin 


290g 


Glycerol 


250g 


Distilled water | 


240g 


Corn fit arch , 


140g 


Arabic gum 


80g 


Formulation 2 


Lemon flavor (oil) 


lOg 


Citric acid 


5g 


Aspartame 


3g 


Quinoline yellow 


2g 


Titanium dioxide 


3g 


Distilled water 


l5g 
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Comparative Example 1 

3 00 g of glycerol and 384 g o£ gelatin were 
5 introduced to 316 g o£ distilled water, heated to 90°C 
and then stirred under reduced pressure to expand and 
dissolve the gelatin (formulation 1) . 

To a separate vessel, 15 g of distilled water, 5 g 
10 of citric acid, 3 g of aspartame, 2 g of quinoline 
yellow and 3 g of titanium dioxide (Ti0 2 ) were introduced 
and completely expanded and dissolved. To the solution, 
log of lemon flavoring agent (oil) was added and mixed 
(formulation 2) . 

15 

Said formulations 1 and 2 were vehemently stirred 
to uniformly disperse the formulation, and eubjected to 
reduced pressure to remove bubbles, thereby obtaining a 
composition for use in the shell of a soft gelatin 
20 capeule. 

Comparative Example 2 



•20061* 11:12AM www. patent 100. coa 



No, 4918 P. 16 



A composition for use in the shell of a soft 
gelatin capsule was prepared by modifying the 
formulating ratio in accordance with the procedure as 
described in Comparative Example 1. 

5 





Component 


Weight 


Formulation 1 


Gelatin 


434g 


Glycerol 


200g 


Distilled water 


366g 


Formulation 2 


Lemon flavor (oil) 


lOg 


Citric acid 


sg 


Aspartame 


3g 


Quinoline yellow 


2g 


Titanium dioxide 


3g 


Distilled water 


15g 



Test Example 1: Test of storage stability for an 
extended period of time 



10 1) Preparation of capsule fill and soft gelatin 

capeule 



120 g Of HCO and 40 mg of yellow beeswax were 
completely dissolved to form solution 1. 

15 

In a separate vessel, 420 mg of medium chain 
triglyceride (MCT) , 18 mg of lecithin, 38 mg of lemon 
flavor and GOO mg of sorbitol were mixed. To this was 
added solution l with stirring, and then thoroughly 
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stirred. The resultant material wae eubjected to 
milling, from which bubble was removed to give a capsule 
fill. 

5 1236 mg of capsule filling was filled by a rotary 

die process into shells made of the compositions for use 
in the shell of soft gelatin capsules according to 
Examplee 1 to 6 and Comparative Examples 1 and 2 and 
then subjected to molding to give soft gelatin capsules. 

10 

2) Test of etorage stability for an extended 
period of time 

The soft gelatin capeulee according to Examplee 1 
15 to 6 and Comparative Examples 1 and 2 were stored at 
room temperature for two years and was tested for 
storage stability with respect to five items, i.e., 
hardness, bursting strength, disintegration property, 
appearance and mouth feeling upon chewing at the time of 
20 initial storage period and after six months, one year or 
two years of etorage. 



(1) Hardness Test 
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Six soft gelatin capeulee of Examples 1 to 6 and 
Comparative Examples 1 and 2, respectively, were chosen 
and measured for their hardness by the use of hardness 
measuring instrument U-73 (BAREISS) . The average values 
5 of the measured hardness are as listed in Table 1. 



[Table 1] Result of hardness test (unit: Newton/20 
seconds) 





Initial 


Six 

months 


One year 


Two years 


Example 1 


1.2 


1.0 


l.l 


1.1 


Example 2 


1.0 


l.l 


1.0 


1.0 


Example 3 


0.9 


0.9 


1.0 


1.0 


Example 4 


1.1 


1.0 


1.0 


1.0 


Example 5 


2.0 


1.7 


1.6 


1.6 


Example 6 


2.1 


2.3 


1.9 


1.8 


Comparative . 
Example l 


2.0 


0.9 


0.5 


0.4 


comparative. 
Example 2 


2.3 


2.0 


o.e 


0.6 



As can be seen from the result shown in Table l, 
the soft gelatin capsules according to Examples 1 to 6 
maintained their hardneee without substantial change 
after storage of two years. On the other hand, the soft 
15 gelatin capsules according to Comparative Examples 1 and 
2 showed a rapid decreaee of hardness after storage of 
one year. 
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(ii) Burst strength teat 



Three soft gelatin capsules of Examples l co 6 and 
Comparative Examples 1 and 2, respectively, were chosen 
5 and measured for their burst strength by the use of 
bursting strength tester 174886 (JUJIHARA seisakusho) . 
The average values of the measured bursting strength are 
ae listed in Table 2. 



10 [Table 2] Result of Burst Strength Test (Unit; Kg£) 





Initial 


Six 

months 


One year 


Two years 


Example 1 


18 


18 


17 


IS i 


Example 2 


18 


17 


17 


16 i 


Example 3 


20 


20 


19 


18 


Example 4 


20 


20 


19 


18 


Example 5 


20 


20 


20 


20 


Example € 


20 


20 


19 


19 


Comparative . 
Example 1 


20 


14 


10 


8 


Comparative . 
Example 2 


17 


14 


11 


10 



As can be eeen from the result shown in Table 2, 
the soft gelatin capsules according to Examples 1 to 6 
15 maintained their bursting strength without substantial 
change after storage of two years. On the other hand, 
the soft gelatin capsules according to Comparative 



tUUDE I i:i JAM • m. patent IUU.C01 



19 

Examples 1 and 2 showed a rapid decrease of bursting 
strength after storage over an extended period of time. 



(iii) Appearance test 



100 soft gelatin capsules of Examples 1 to 6 and 
Comparative Examples 1 and 2, respectively, were 
measured visually. The results are as listed in Table 3. 



10 [Table 3] Result of Appearance Test (Number of capsules 
where decolorization or deformation occurred) 





Initial 


Six 

months 


One year 


Two years 


Example 1 


0 


0 


0 


0 


Example 2 


0 


0 


0 


0 


Example 3 


0 


0 


0 


0 


Example 4 


0 


0 


0 


0 


Example 5 


0 


0 


0 


0 


Example 6 


0 


0 


0 


0 


comparative. 
Example l 


0 


3/100 


70/100 


100/100 


comparative. 
Example 2 


0 


0 


30/100 


48/100 



A9 can be seen from the result shown in Table 3, 
.15 che soft, gelatin capsules according to Examples l to 6 
maintained their appearance without substantial change 
after storage of two years. On the other hand, the soft 
gelatin capsules according co Comparative Examples l and 
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2 showed decolorization or deformation in many number of 
capsules upon storage for an extended period of time. 



(iv) Test of Mouth Feel of capsule upon chewing 

5 

Three soft gelatin capsules of Examples l to 6 and 
Comparative Examples 1 and 2, respectively, were chosen 
and were tested for disintegrating property by using 
disintegrating property tester DIT-200/400 (Dongyang 

10 Corporation) in accordance with the first method 
deecribed in test of disintegration in Korea 
Pharmacopeia. The test was conducted over three times 
and the average time required for the capsules to be 
completely disintegrated was measured. The results are 

15 as listed in Table 5. 



[Table 4] Result of Mouth Feel of capsule upon chewing 





Initi 
al 


Six 
months 


One 
year 


Two 
year 

6 


Example 1 


KG 


0 


0 


0 


0 


WW 


0 


0 


0 


0 


Example 2 


KG 


0 


0 


0 


0 


WW 


0 


0 


0 


0 


Example 3 


KG 


0 


0 


0 


0 


WW 


0 


0 


0 


0 


Example 4 


KG 


0 


0 


0 


0 


WW 


0 


0 


0 


0 


Example 5 


KG 


0 


0 


0 


0 
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WW 


0 


0 


0 


0 


Example 6 


KG 


0 


0 


0 


0 




WW 


0 


0 


0 




comparative. 


KG 


3 


5 


10 


10 


Example 1 


WW 


4 


8 


10 


10 


Comparative . 


KG 


5 


10 


10 


10 


Example 2 


WW 


10 


10 


10 


10 



Note: KG: kinder garden students 
ww: worlclng women 



5 (v) Disintegrating Property Test 



Six soft gelatin capsules of Examples 1 to 6 and 
Comparative Examples 1 and 2, respectively, were chosen 
and tested for 10 kindergarten students and 10 
10 worfcingwomen. The number of subjects who felt 

"separation of fill and capsule" at the time of chewing 
is reported in Table 4. 



[Table 5] Result of Disintegrating Property Test 
15 (minute, second) 





initial 


Six . 
months 


One year 


Two years 


Example l 


3, 25 


5, 10 


7, 20 


10, 10 


Example 2 


4, 11 


4, 50 


7, 28 


10, 20 


Example 3 


4, 50 


6, 30 


8, 10 


11, 10 


Example 4 


6, 10 


6, 40 


8, 30 


11, 40 


Example 5 


3, 50 


5, 30 


6, 10 


9, 10 


Example 6 


4, 10 


4, 30 


7, 20 


10 
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Comparative. 
Example 1 


8, 10 


15, 50 


23, 40 


28, 10 


Comparative. 
Example 2 


9, 20 


13, O 


19, 0 


23, 20 



As can he seen from the result shown in Table 5, 
the soft gelatin capsules according to Examples l to 6 
and Comparative Examples 1 and 2 have similar 
5 disintegrating properties during the initial period. 
After six months of storage, the soft gelatin capsules 
according to Examples 1 to € demonstrated a slow 
decrease in disintegration o£ capsules. On the contrary, 
the soft gelatin capsules according to Comparative 
10 Examples 1 and 2 showed a rapid decrease in 
disintegration o£ capsules, which exceeds 2 0 minutes of 
a standard value for judging suitability as prescribed 
in Korea Pharmacopeia, thereby determined as unsuitable 
preparation. 

15 

EFFECT OF THE INVENTION 

As can be. seen from the above-mentioned 
experimental results, the composition for use in the 
20 shell of a soft gelatin capsule according to the present 
invention has excellent effects in that they maintain 
their initial hardness and burst strength upon storage 
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for an extended period of time; they are much less 
deformed or decolorized; they are capable of maintaining 
excellent disintegrating property and have good mouth 
feeling upon chewing aa well aa rapid dissolution rate. 
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CLAIMS i 

1. A composition for use in the shell of a 
chewable soft gelatin capsule comprising S-30% by weight 

5 of starch, 15-35% by weight of gelatin, 20-45% by weight 
of plasticizer and 10-40% by weight of distilled water. 

2. A composition according to claim 1, the 
composition comprising 10-24% by weight of starch, 16- 

10 26% by weight of gelatin, 30-45% by weight of glycerol 
and 16-30% by weight of distilled water. 

3. A composition according to claim 2, the 
plasticizer is glycerol. 

15 

4. A composition according to claim 3, the starch 
is one or more starch selected from the group consisting 
o£ oxidized starch, acetylated distarch adipate, 
acetyl ated distarch phosphate, starch sodium octenyl 

20 succinate, monostarch phosphate, distarch phoephato, 
phoephated distarch phosphate, starch acetate, 
hydroxypropyl distarch phosphate, hydroxypropyl starch, 
corn starch, potato starch and sweet potato starch, or 
mixture thereof . 
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5. A composition according to claim 4, the starch 
is search acetate, oxidized starch or corn starch. 

5 G . A composition according to claim 5, further 

comprising one or more of auxiliary agents such as 
preservative, sweetening agent, coloring agent and 
flavoring agent, wherein the auxiliary agent can be 
added in an amount of 0.1-10% by weight, based on the 
10 total weight of the composition. 

7. A composition according to claim 6, further 
comprising arabic gum. 

15 8. A soft gelatin capsule with a shell made of the 

composition according to claim l as an outer sheath. 



2006^ 3H 3 0 £ll:37AM3£)m.p»tentlOO.eoa 



No. 50501 01 1 2/8 



^.Sj^. 1Q99-0031 274 

(19)01 »S!^*«I8(KR) 
(12) 3?H^5M(A) 

iAYiNG-OPEN WBUCATIO^,, h 199 9-0031274 

(43) §7H^XH999«!05^06^ 



(21) 


10-1997-0061926 


(22) 


l997t?10«M0U 




°j.ai.<*a **m*\ OIS0I 




*1*^a A l 832 


(72) ae* 


99 Si 




^fiN Wit=? °*<ii2$ ,96-46 




ol9«) 




S7is ^«a| ^e>9- sjxi§ 84-9 a 








S?l£ ^S A I tiff °HSJ4§ aeiioRs 1O1-10O5S. 


(74) CD SI °l 




^/#-? : SJ3 





(54) *i*i7Rftt eatrsiN jnaf« 29 a 



£2^ 

6- 30%a| SS-S-. 16-3S%S» g^S, 20-46%«l ?kfcHI a 10- 40%ft| 

sai^s ^ a x^7)-^& es^a sm* £«#ou n*} ^sssah. ewaoii wef hiss esa^is 

5 2|s^2SB^ B^a^e *)5TA| ^S6)£ gas 7f*l^ ^0|- ^&0| @0|*h3A1£ *}7\3.&*\ §7| 

Ml o|*| MHZ. #*| # °«>1 ^^tf gsflg a flc-K 



&tr4 

esse e,'at3&# Mi§§sAi aa^«a) n*<*\ how. samisss iws- «s?/gsi =i 

{Haaiot^ gatg itgoi #3** 3« SKSWflMf capsule)^ etngoi ait sbiewss 3Em$!« 

(e«ttSm CMH(K1I capsuled Sife oj, a«*U-£ e«so| SafBSs *)0| %S.S.& 528» «0|4 

7^ft «get oma* hisssoi bias; cniHj|Atoi 7^s oiqoi how. s«ist twi 2«aai 

SI B£| Afgsjn SUC». 

asm. qxh -ss-s<2 ai-c esuss ?i*ii s ^©iis ssswgre a^schs sjsk* s-7|£sa| §s 

2W#£| ^§{+4tS^o| 3»t>*^S¥6l SfclSf, ^6fl^0| = , ?te §<HI S|SH 7faStf 

(croee-linkine)OI ?>^t^ g«|?> x|«£|2, ^aH'S) Si^(§lffl(4)0| 2{M €f«fll»iai e>2*7Ha S 
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No. bUbl) u, 't\ if ° 



oMom. 2x121 asptttt asa«i2i #7121 saisat ch«<m &71 ssai 3*21 asm a^xw tat 
saoi uf«fxie e*ugoi asiQ. 



o»ew. £srg*te s^iSh- wti^i awi a** i*h ^sejg ssrsa *i5m§st 
shs s«h«# tf*i*t2. 2!©^oi *iow m&m±s\ a«. l oi siaasoi *ie 



nisi si a nvm Afoiea q«. nioi&s. s»i §21 aiss 7ts smsft *©s 9(ffl)S 
S# aieis SsefBoii 7tjfc«i . sat**. ?lEt flsuifi 7t*KM at. ot@ 9 

S|B^S ££55 OJ7|0|| 1« Oi^S) Sf-ft-g- B8WSH£«I *i*t A l -^HBiS S^S 3i2. &7|£^a|0|| 
S. siirtt trtf St£!*l|^s| a*rO| ajcf. 

SWSOH ut£ as^asil nets £«• 7i5££*t01 5 - 30%. HBtB 15 - 35 %. 

20 - 4s* si s^f io - «o%s ^aaet. 

Ht8rS|St7l£te S£^SS 3*# 10 - 24%. SI2H! 16 - 26 %. •iai^lS 30 - 45% Si Sfl^ 18 - 30%3 

3#SJ uH£ru|7t 30%-S £2tStS £££OI S£?t gOtXW ^SS^OI OHM^M &«l£fiOI *7t£oK2. U-SI 
2) gsf^oi fi*|3| go)X) L«§-g-o| *BN2fe §s|7t 5U2. S^.£| oHSopf 5% o|ofoia x\*m<)\ «4«h35|ll 

§*m>i a<H4 £2* on at a-M^ifii a*oi a*n*iiz ^maoi a-get^ «t. 6 - 3o%7t 

dt^SIStCt. 

S&S°II A 1 M«s|fe-aftftafe t^SetOxIdlrcd Starch). oHISo r qet!-o|ge(Acetyiated Oiatarch 
Adipete). 0Hlls!4t°IS-S(Aeetylated Dlstarch phosphate). S9iy SejAfutefias-tStarch Sodium Octenyl 
Succinate). ojtiftSSfMonostafch Phosohete). ?jtt0ia§(Oi3tarch Phosohaie). 2!Cist2!ttoia5 
(Phosphaieo Distarcn Phosphate). &ttS#(Starch Acetate). *)H^A|22SS!tioiaS(Mydroxypropyi 
Oiatarch Phoephate). *IS^>-|»£lQS(Hydroxypropyl starch), ^^^SS. H^OtS* §01 «Ht 

5|*tCt. 

7t£«IISfe Sei*llff. ^oiS *^2| 7t^»l| ^ <Hir 50|Bt£ AtS7te»h «t. #dl*l|§0| t*tS5|*t^. 

ssfssi ^■aaats s^soiis- ntat ut^ai. yoiai, *t4jiai, stsmi §a slzm* sn-t as a oi^. 

EH* £r g&otq 37t^ ^£ 21-c of, M2E^|^ 7|SSS«toi o.1 - 10%£ S?tSc.t. 

StS, e9&'S!al AHSfAjo § 7 ja|?|7| ?)«t| a*(Gums)# S?t» S7t7t^-St ShOtS 

(Dammar Cum). efom=a(Tamarind Gum). T*ot3(Guar Gum). ttEf9(xanthan Gum), o r ato|o r a (Arabic 
Gum). l&a(Gellan Gum), a«a(Mo5ticotory Subataneea). ?tatote(Kareya Gum), At«a|ga (Psyllium 
Gum), EtatS(Tara Gum). 6£j5^^(Tr8 B ecanth Gum). 7tEJ3(Gum Ghatti), (U^aisa (Ester Gum) §0! 

Sisoi. 5«i otataiotgoi utifsistct. 

gygoii ttfe gg&g s)9ts iS-ss a|94£S*t« ^^«t $a£3(S&. ^^«)-s #Stt 934)^*11 
S^iai oisstoi xi|£?h&*t Bt. SSe (olate orocess). £et£moia(rotary die orocees) §5 oisatd 

oi*to||Aife 0A|O||3 #«toi SiygS ^a*i*| £SSt£ ut. s^BOi 0|§ ^ai'ohoii &BSie ?J€ omct. 
aJa|o)| 1SH|^ 220 O ot! 3a|*l|S 360 g, &ii SS(Perfectamyl Gel MB™ ) 60 g S! a=tSS(Pertectamyl Gal 

45™ ) ioo o 3 tf^ £#Btoj jn«>*t ?aejg 26O0S 90 ics Jt^stw apiaystoi -§siiAia 
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3£s| §7|o|| 13 Q a a| = S|^ 5a , D^aftr 3g. flSEj 2 g. o|it*^ete(TiO a ) 3 Q § *2 

«s*i sane ? aae 10 o« stf^stKn»as 2). 

#7| u|B# 1 S! 2# SB 30§S ?>^*| jil°^Of £0*18 tfS BtJJW 7|5§ *«7i^oi €W9°tl 
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270 e 
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'ailSfS 2 

I — — 








ioq mi>ii j 




10 o 




28 


0|^SfE|E»g 


3 9 j 




15 o 



«a|0( 5ZIS&2) n|«ra|* 
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i|200 0 j 






j|3i2a 
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15 0 





4J* ': 
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gejl£5rsfgF*ll(2S» 
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.--J 






_il?o .... ' 



auoii is«i^ 316 o «i sll'img ioboif was 3B4o£ w'i 9oVs 7»s«fra. aswasmoi a a. s«*Aia 

cK»H?r* 1). 

*?lol! S X|| 4 s 15 o SI 50. Ol^ifif 30. tt*3 SIS* 2 0. 0|*f2fE|E>©(TiO a ) 3 0 £ «2 

SS»I *«HC * WIS SfSf*H(£S) 10 o# £tm&cK4trt 2). 

urns 1 a as as 3oss assi atwof sstw sa-MZi «s aemoi wit<»« ss*s<hi 
Hiaod 2zj^#2i umuie chsat aoi *hw Hiaon iai yej«i waw as^iflsi sn>n& ai5*ha 





3* j 


sir 1 


i * 

oKtrS 1 




434 0 i 




200 o i 




366o 


urns- 2 


B||fi9J *r«r*B(2«!) 


10 o 




so 




3 0 


«*b as? 


2 « i 


0|<i*e|BHj 


so ; 




15 g j 



1£2| ^7|oll S4H^IS,^HaJSe-l*1ie|0|H(MCT) 420 mg. e||Aie 16 mo, *tSWI 38 mo S 500 
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fluj ^x|o« i qx\ 6 a! uia«a 1 » m es&*!*i *ms 3s#s§ *i=i3. *ich g?iai §s msss s 

EfSICtOIHS OlSttOl Ul-g-sOl 1236m 0 01 5|£« §3 % #«ft * a£«tOI 9J32I2IS iHdttacl. 
2)#?l 23- £*Sg A|«^A|ofl i ^ix\ 6. u|i2otl 1 9! 2ol| afe e 8 349 oil eg«t04 &$oi\M 2S2J S5*fS-H 

si*. wn«. iu s a\a a»*«i as. ^s^s. § «£. % »stai saai s?h ««oa a** et«4f ai 

(I) 3£ A|«4JAl<X| i bflXI 6. tiiaoq 1 SJ 20t| com 9234SS W 67H« «tt * dta|o|^AKBAREiSS)S| 3 



/a/7 



S£ -MS asfS(&« : Newton/20£). 







. I'*L. 


1 


2 t! j 


|t|A|0| 1 


to 


1.0 


11 1 




1! | 


j|4JA|©|| 2 


1 .0 


1.1 






1.0 ! 


4!*|o| 3 


{0.9 


o.e 


ji.O 




1.0 | 


|Sa|o| 4 


1.1 


1.0 


lLO_... 




1.0 ! 


5 


(2.0 


1.7 


Jl. 6 




1.6 


jtfAM 6 


|2.1 


2.3 


jl.9 




1.8 


:|b|aoj 1 


|2.0 


0.9 


ijo.5 




0.4 




I 2 - 3 . 


2.0 


|0.8 




0.6 



31*1 •USSafoiH ^ ^ Sl-fe ««■ *0|. -4Ja|o|| 1 mx| 6<>)| tq-e- SH^iSe 2*3*1 3^**f*l£ g£*l «£f 
:H**I «0| 3£^*X|S|«£U. niaofl 1 3! 2M| Ctfe 1£ 33M>|**Bl 

si 



(ii) BI33£ >ie«!^|ofl 1 6. 1 Si 20(| an. gg^S 33H44 * ?X|^ *l|0|A^£ 
(JUJIHARA SElSAKUSHO)Af&| 9flS£ 4 (No. 174866)4? 0|g*W ^§8^2 ^SS SJ94f£SI 
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ssw ?isi aioi *s S | ^xisjxsuf. biaofl 1 %i 2011 ttfg saaiai »7ias A i s^^i 



(iil) sia Aig^jAioii 1 LflX| 6. diaoii 1 a 2oil ccig iOO'HOII q^ot S|&aibs Ksjsaq. gaf 
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got p*»a. 

(iv) xjZ^A| S3 >.|*|gA|oi| 1 6. Miaotl 1 9i soil «HS ?JS&g# *t*1 3?H-*N *IB *. 6tfS) s*l«4S 10 
B3» 204I «I3H>I« CH^Sfi Aia^fiCK Al5tA| ?|"tfa) isS 2JS*# S 4011 



tJ^IOfl 1 



i^A|oi| 2 



fcTMOl 3 
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(v) AfaAjAfofl "i' e, «ijho(i 1 si 2011 cus es^-si 

(DIT-200/400)s- aJ^sh>. C||*f2f2! 5«HS. n\ 1H°II S^HS 2*1*^^. t^ A l8# « 
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35 254 


155 104 


[7*204 


|105 104 


j«A|0| 2 _ j 


45 114 


j|45 504 


i|75 284 


Jl05 204 


lkJA|«l 3 • 


4$ 502 


165 30* 


185 10* 
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j*J-Mo)| 4 ■ 


65 10* 


__fl65 40* 


|e5 30* 


|l 1 5 40* 
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35 soa 


|S5 30* 
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i|75 204 
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|ota«i 1 


8$ 104 


JI15S- 504 


_J23£ 404 


[285104 j 


bu'5i 2 


95 204 


j[i35 


.J 19 * 


[235 204 



0J5l?hS|S| g*ll£7l B|^«WB£>4. 32rO|*5e<-fc *J*I«| 1 6CH| CUg y-jJISI g5B£^ &°J*I 

Sf yg. tJimofl i S 2oi| ctfe ^ffl5 g*r»l *SH£7J x|8rs|oi cfl»afss| «1^S?I52! 2055 4i|o|01 * 

*4 tm«l*llS B«=l?BcK 



^ISi/aaafoiI'M £ ^ Sit *>rSr £o|. S»80|| tq-e =|«^§ 3E«5g 3tf*h& SSISf-S-S- 

a5A|oi|£ s|*S| g£ 9! *o| ^xisio) ag a! BtfsiiE- «13t. SEff 5^ir S«H4J§ 

5*llr t XiS°1. *I^a|2| s«2| s*#2* Aj^B 55*5 5*l*re S>«2© SiPr «R. 



5«5 5535 ?I5SS 5 - 30%S| 35*. 15 - 35 %SI ^9, 20 - 45%S| 91 10 - 40%3| «HI4> 

HI 1SHXI S5i£H*l, 10 -24%2| 16-26 %2J 30-45%S| gaiHIS g| 18 - 30%O| ^ 

4SS 4«5. 

8*»3 

HI 2^ot| 9JOW, ?|*n|- gaNISS! *£5. 

HI SIWI KtH/H, S5*fe ±!*rS5(Oxldteeel Starch). oWIBorCiet>o|S5(Acetylated Diatarch Adipate). of 
Aj|go!tjo|S5(AcetylB»ed Oleterch phosphate). ^Eliy i^MSSSSIStafch Sodium Octenyl Succinate), 
SJAfSaSlWonostarcb Phosphate). ejaoiSSlDistarch Phosphate). ?JttSr?JttOI25(Phosphated 
Distarch Phosphate). 4*13 5(Sterch Acetate), ^4^A|£S32. |A JOlS5(Hydroxypfopyi Distarch 
Phosphate). *|£*A|4£!S5(Hydroxypropyl starch). a^<ftg§, JWS5, 2?o(.S5Ss lg£ 
£*6| Aieis «»40lttfi| 35 45 OI*fi| g?r§oj 4gf. 

HI 4Sr«>ll »<>W. 85^5 4^5. ■frlifSS Sfe ^ggoj 
8?»6 

hi swi »oi*i. a°i*ii. a°iHi. at en. si st»*iia t»ss t^e *r4 ©i^si assti-s 2 
^5 5595 ^isaesw 0.1 - io%a *?»aj£a Sr**te s^5. 



HI 6^011 J|0|A1, 0|Efb|0^{ArBDiC Qum)# ?7 r 5|4a ^#«rfe 
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